
7. Premarket Notification 510(k) Summary 

a. Submitter: 
W. L. Gore and Associates, Inc. 
750 Ott’s Chapel Road 
Newark, DE 19713 

Telephone: 800-44 1-7404 

Contact: Tracy Wolf 

Date Prepared: October 4,2002 

b. Name of Device: 
Trade Name: Gore 3.OT Torso Array 

Common Name: MRI Surface Coil 

Device Name: Coil, Magnetic Resonance, Specialty 

c. Identification of Predicate Devices: 
The GE 3.OT Transmitmeceive Body Imaging Coil (K003613) 
and the GE 1.5T Torso Array (K911806) are the predicate 
devices, which were found to be substantially equivalent 
through the premarket notification process. The GE 3.OT 
Transmimeceive Body Imaging Coil represents a coil that is 
compatible with a 3 Tesla field strength MR system, capable of 
imaging the neck, spine, abdomen, thorax, and extremities. The 
body coil is built into the GE 3.OT Signa@ Magnetic Resonance 
system, as part of the patient couch. 

The GE 1.5T Torso Array represents a 4 loop phased array 
designed for use with GE Signa@ 1.5T MR Systems, to image 
the thorax, abdomen, pelvis, and spine. 

d. Description of the Applicant Device: 
The Gore 3.OT Torso Array is a receive only phased array coil, 
consisting of an anterior and a posterior “paddle.” The phased 
array design includes 4 elements in a flexible coil, which 
conforms to different body sizes. The coil produces high 
resolution images with GE Signa@ 3.OT MR Systems. 
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e. Intended Use: 
The Gore 3.OT Torso Array is intended for multiple imaging 
applications with GE Signa@ 3.OT MR Systems. It will allow 
for high resolution images of the thorax, abdomen, pelvis, and 
spine. 

f. Technical Characteristics 

The Gore 3.OT Torso Array is substantially equivalent to the 
predicate devices with regard to intended use. This has been 
demonstrated by imaging a variety of anatomical locations and 
comparing the clinical images. The descriptive information and 
performance data contained within this Premarket Notification 
submission are sufficient to demonstrate substantial equivalence 
of the Gore 3.OT Torso Array (applicant device) to the GE 3.OT 
Transmineceive Body Imaging Coil and GE 1 S T  Torso Array 
(predicate devices). 

The Gore 3.OT Torso Array uses the same mode of operation, a 
receiving coil, as the predicate devices can employ. The GE 
3.OT Transmit/Receive Body Imaging Coil can also operate as a 
transmitting coil. The Gore 3.OT Torso Array utilizes active 
decoupling as do the predicate devices. The Gore 3.OT Torso 
Array further enhances patient safety by including passive 
decoupling, and the MR safe cable. 

The materials of the Gore 3.OT Torso Array (applicant) are 
similar to those used in the GE 1.5T Torso Array (predicate). 
The patient contact areas for both coils are composed of a 
biocompatible closed cell polyethylene foam. 

In summary, the Gore 3.OT Torso Array (applicant) utilizes similar technology 
and materials as does the GE 3.OT Transmit/Receive Body Imaging Coil 
(predicate) and the GE 1.5T Torso Array and is, therefore, substantially 
equivalent to these devices. There are no patient safety concerns raised as a 
result of the clearance of the Gore 3.OT Torso Array. 
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510(k) Number (if known); K oA36 -77- 
Device N ~ ~ ~ :  Gore 3.QT Tarsa Array 

fndicatians For Use; 

The Gore 3.OT Torso Array i s  intended for m u l t i p l e  imag ing  a p p l i c a t i o n s  
w i t h  GE Signa(R) 3.OT MR Systems. 
Images o f  the thorax. abdomen, p e l v i s ,  and s p i n e ,  

It will allow f o r  h igh  resolut iun 

(PLEASE DO NOT WRITE BELOW MIS LINE-CONTINUE ON ANOTHER PAGE If 
NEEDED) 
------- 

Cmcurrence af CORH, Ofiice uf Devicw Evtllwtior! (ODE) 

(Optional Format 3-10-98) 
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